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STATEMENT BY THE PRESIDENT 

lbis is a landmark day for the nation's public health and for our children. With this 
ruling, we can regulate tobacco products and protect our children from a lifetime of additction 
and the prospect of having their lives cut short by tobacco-related diseases. 

[Option One - the Court upholds the advertising restriclions.J We can put Joe Camel and 
the Marlboro Man out of our children's reach forever. 

[Option Two - the Court invalidates the advertising restrictions and no decision has been 
made aboul an appeal.] The Department of Justice will review the Judge's decision where he 
questioned the FDA rule, but the bottom line is historic: the federal government can regulate 
tobacco products to protect our children's health. 

[Option Three - the Court fnvlafdates the advertising restrictions and the decisi()n is 
made to appeal rhe ruling. J Senior Attorneys for the Department of Justice, the Department of 
Health and Human Services, and the Food WId DlUg Administration have carefully reviewed the 
District Court's opinion. On the ba.~is afthat review, J have directed the Justice Department to 
proceed with an appeal of the provisions of the rule that the judge did not uphold. But the 
historic nature of this decision should not be lost: the feder.u govenunent can regulate tobacco 
products to protect our children's health. 

Our children will live healthier and longer lives because oftoday's ruling. 

1ai002 
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STATEMENT BY THE PRESIDENT 

The President today expressed his disappointment with the Disttict Coun's ruling that 
the Food and Drug Administration exceeded its jurisdiction in issuing rules governing the access 
and marketing of tobacco products to teenagers. The President directed the Justice Department 
to file an appeal immediately. He further directed the Department to seek to expedite the appeal 
to the maximum extent possible. 

The President's action followed a careful review of the District Coun's opinion by t~ 
senior attorneys for the I-Il-IS, FDA, and the D,:ar~enl of J~.,~n tbe basis ofthat review, 
1:hc Solieiter CeBs5iY iafet=msd the President t8EiBA !pp$i~ l:M ~PiOPli4fe. TIle PlcsidCl1t 

t'a directed-that the appeal should go forward immediately. 

"This is a fight for the health and lives of our children. Each day, 3,000 young people 
become regular smokers; 1,000 of these young people will have their lives cut short as a result of 
smokini. Unless"~ ana me states me alloWed w protect our chIldren VJ'lm cftccuvc laws and 

c:s DOW five miUieB 68ildrCl1 tdi .. e leBll) '",in htt.vc theiI lIves cut short by fhe deacH:y-dtg.ea.ses 
caused by to.baeee IIS~. rhis is a fight we cannot afford to lose. It is a fight we cannot afford to . ....::r,..,.....·b ........ 
stop waging. y 'he. ~ ~ 2 ~H! ~e C...,.'""'~~ -10 7'"'lC-Ct~ CNr 

I.[~ ,e-ple -&0111 tt .... ~co ".arfQe',,'4 ~ .... ;....,tr ............ 
"Our children have the ocfds stacked against thcm. The industry spends more than $5 ~~ & 

billion a year promoting and marketing its products. Joe Camel te1l5 our children smoking is 
cool. The Marlboro Man tells them smoking will malce them independent. Virginia Slims and 
Merit promise them glamour. 

"Our commun Stmse approach is aimed at lim itin.g the appeal of these products and 
making it harder for children to buy them. Store clerks have a responsibility to make certain that 
they are not selling tobacco products to anyone under 18. Asking for a photo ID is just plain 
common sense. Keeping tobacco billboards away from schools and playgrounds is just plain 
common sense. 

"We are not walking away from this fight \\ith the tobacco companies.OWe will protect 
our children and our children's children. We will nul ~IUp \lIltil we succecd.''J 

toVl-! e.rc. 0 '"' ~ Icl~. J,eif. ItJ.. oJ. $""#1 ~ trt ~ ~ar,.,....t 
~ ca~f'lDI- Q V \,.V(. , •• ;::\l ~,.. r .. ,/-. 
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MEMORANDUM FOR: 

THE WHITE HOUSE 

WASH INGTON 

April 17, 1997 

Rahm Emanuel 
Bruce Lindsey 
RonKiain 
Bruce Reed 
Elena Kagan 
Michael Waldman 
Ann Lewis 

FROM: Elizabeth Drye 'Z--~ 
SUBJECT: Press Materials for Day of and Day After Tobacco Court Decision 

Judge Osteen may announce his ruling on FDA's tobacco regulation as soon as Wednesday, April 
23. Attached are IlliSIFDA press materials (cleared by D01) for the day of and the day 
following the decision: 

I) Draft press plan; 
2) Talking points and Q&A for three possible court rulings; 
3) Draft POTUS statement. 

Please let me know if you have comments or questions. 

cc: Don Gips 
Michelle Crisci 
Barbara Woolley 
Anne McGuire 
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April xx, 1997 

Note to: WH Press Office, WH Domestic policy Council 
From: HHS/FDA Public Affairs 

MEDIA PLAN FOR OPINION DAY AND FOLLOWING 

P.02 

o White House, FDA press offices field (speaking on the record) 
initial inquiries using prepared'talking points 

o POTUS statement after DOJ, HHS, FDA attorneys review opinion 
(if appropriate, will announce a decision to appeal) 

o VPOTUS made available for anchor interviews with ABC, CBS, NBC 
nightly news shows 

o DES made available for one of evening opinion shows (i.e., 
Lehrer NewsHour, Nightline, Larry King Live) 
- Other HHS/FDA officials (Thurm, Schultz, Zeller) used to 
fill in behind DES , 

o FDA press office will arrange briefings of major editorial 
pages (NYTimes, WPost, USAToday, , LATimes) 

Note: Tobacco control activists, state 'attorneys generals, former 
FDA Commissioner DAK can also be expected to be interviewed by 
these media outlets on the day the opinion is issued 

Opinion Day +1 

o If a decis'ion to appeal has been made, HHS/FDA can announce 
filing of notice to appeal 
- HHS/FDA !awyers (Rabb, Schultz, Zeller, Witt) can do on-the
record interviews about legal strength of the rule 
- HHS radio actuality on decision made available nationwide , 

o FDA press office will be prepared to answer follow-up 
questions . about impact of opinion on rule (i. e., is FDA 
continuing' to contract with states for enforcement, must 
retailers fcontinue to check photo IDs for anyone under 27, 
etc. ) 

o FDA press office will arrange briefings of regional editorial 
writers 
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DETERMINED TO BE AN 
ADMINISTRATIVE MARKING 
INITIALS;~ DATE: S/';}'3,/1 0 

Note to: WE Press Office, Domestic Policy Council 

From: RES, FDA Public Affairs 

BACKGROtJND 
The President announced the FDA rule to protect children from 
tobacco in August 1996; the rule was immediately challenged by the 
industry in U.S. District Court in North Carolina. A hearing on 
the industry's motion for summary judgement was held on February 
10, 1997; the judge' said he expected to rule on the motion within 
five to 10 weeks. To be prepared for that ruling, the following 
scenarios have been sketched out with proposed responses (a 
statement and back-up questions and ,,'answers) to be used by 
Administration officials. These are draft responses and will be 
finalized only after a court ruling. The statements and Q-and-A's 
are to be used by White House and FDA press offices for initial 
responses after the ruling. A statement by the POTUS will be 
expected later in the day on the day of the ruling. 

SCENARIO ONE 
The court rules that FDA has jurisdiction over nicotiDe-containing 
tobacco products and rejects the industry's challenge to the final 
rule. 

STATEH2NT 

The children of the United States won a great victory today. The 
court upheld the Administration's efforts to kick Joe Camel and the 
Marlboro Man out of our kids' lives. (Use second sentence only if 
court upholds advertising restrictions.) Our children will live 
healthier and longer lives because of today's ruling. 

Q: What does this mean in everyday terms? 

A: Several of the proviSions making it. harder for children to buy 
cigarettes and smokeless tobacco products are already in 
effect and we are working with states to begin checking for 
compliance. The provisions to limit the appeal of these 
products go into effect in August; like we did for the access 
provisions, we will conduct extensive outreach efforts to 
educate businesses and the public and will begin working to 
ensure that these provisions are also enforced. 

Q: What about the education campaign that was also announced last 
August? 

, 
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A: The FDA is working on contacting the affected companies and 
will begin consulting with them. 

Q: Won't the companies appeal this: ruling and/or seek an 
injunction -- and doesn't that mean delay? 

A: You'll have to ask the companies what they intend to do. but 
our position remains the same as it has been: We are going 
forward with protecting our children by implementing the rule 
unless the courts tell us otherwise. We would hope the 
companies would start working with· us to protect our children 
instead of fighting us everY step of the way. 

SCENARIO TWO· 
The court rules that FDA has jurisdicti,on, but that portions (or 
all) of the rule are invalid. 

STA'l'EHENT 

This is a landmark day for the nation's public health and our 
children. With this rUling, we can regulate nicotine-containing 
tobacco products and protect our children from a lifetime of 
addiction and the prospect of having their lives cut short by 
tobacco-related diiseases. Obviously. we will review the Judge's 
decision where he questioned the rule, but the bottom line is 
historic: the federal government can regulate tobacco products to 
protect our children's health. 

Attorneys from th~ Justice Department, ~he Department of Health and 
Human Services and the Food and Drug Administration are already 
reviewing the. opinion, and we expect to announce later today what 
legal steps we will be taking. 

Q: 

A: 

OR 

Q: 

A: 

What are you going to do about the provisions of the rule the 
court struck down? 

The bottom line is that we are going to protect our children. 
We're going forward with the provisions the court upheld. We 
can appeal the ruling or we can redraft the rule with regard 
to the provisions the court struck down. We will make that 
decision after we have studied the ruling. (Only KES and FDA 
officials should use ·wen in speaking about rule-making; White 
House officials should say -the Agency. a) 

i , 

What are you going to do now that the court has said all the 
provisions of the rule are invalid? 

The bottom line is that we are going co protect our children. 

,. 
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We can appeal the ruling or we can redraft the rule. We will 
make that decision after we have studied the ruling. (only 
BRS and FDA officials should use ·~en in speaking about ru1e
making; White- Bouse officials should say "the Agency.~) 

Q: Doesn't this mean more delay? 

A: Since the FDA began its inquiry into tobacco in 1994, it has 
shown repeatedly that it will move quickly to protect our 
children. The Agency reviewed 700,000-plus comments and 
published a final rule in a year's time. The Administration 
will continue to move on other fronts: enforcement. of the 
Synar Amendment, enforcement of existing laws such as the ban 
on television advertising .. 

Q: Why not seek a legislative settlement? 

A: From the beginning, we have said that if Congress wants to put 
forth a legi~lative package as strong as our FDA rule with 
appropriate oversight and enforcement, we remain prepared to 
work with Congress. 

SCENARIO THREE 
The court rules against FDA jurisdiction and rule. 

STATEMENT 

We are very confident in the Agency's assertion of jurisdiction and 
the soundness of the rule. We knew from the beginning it would be 
a long and hard rqad against the entrenched and powerful interests 
opposing us, and t'oday's ruling is just the first step. We have to 
act to protect our children. We are committed to continUing this 
fight to protect our children and believe we will ultimately 
succeed. We have' to. Each day almost 3,000 young people become 
regular smokers and nearly 1,000 of them will have their lives 
shortened from the death and diseases of tobacco use. 

Attorneys from the Justice Department, the Department of Health and 
Human Services and the Food and Drug Administration are already 
reviewing the opihion, and we expect to announce later today what 
legal steps we will be taking. 

Q: Do you think an appeal will be successful? 

A: We believe we have a very strong case and we will ultimately 
prevail. 

Q: Isn't it time to seek legislation? 

A: We have been open to a legislative' solution that is as strong 
as the FDA -rule with appropriate oversight and enforcement 
since the Pr.esident announced the proposal in August 1995. We 
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are still cpE!n to. a legislative soluticn if it accomplishes 
cur gcal cf protecting cur children. 
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draft 
potus statement IF appeal decision is made 
4/n/97 

P.07 

The tobacco companies are formidable foes, have no doubt abOUt 

that. They can pay $500-an-hour lawyers for years on end. Their 

lobbyists and influence peddlers can spread millions of dollars 

around this town election year after election year. But, in the 

end, all of 'their money cannot hide the truth. Nicotine is hooking 

our children. ou~ children are their new customers. That has to 

stop. 

Secretary Shalala and Solicitor General Delligner have informed me 

that the Administration will appeal this ruling. Attorneys from 

the Department of Justice, the Depart~ent of Health and Human 

Services and the Food and Drug Administration immediately reviewed 

the district court's opinion. They are convinced that we are on 

solid constitutional and legal ground. 

It is also the right thing to do on public health and moral 

grounds. Let me remind you of why my Administration has taken on 

the tobacco industry. 
[ 

Each day, 3,000 young people will become 

regular smokers. Unless we and the states are allowed to protect 

our children with effective laws and rules, five million children 

alive today will have their lives cut short by the deadly diseases 

caused by tobacco use. We are fighting for the health and lives of 

our children. It is a fight we cannot afford to lose. It is a 

fight we cannot afford to stop waging. 

,.t ",' 
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Our children have the odds stacked against them. The industry 

spends more than $5 billion a year promoting and marketing its 

products. Joe Camel tells our children smoking is cool. The 

Marlboro Man tells them smoking will make them independent. . 

Virginia Slims and Merit promise them glamour. 

Our common sense approach is aimed at limiting the appeal of these 

products and making it harder for children to buy them. Store 

clerks have a responsibility to make certain they are not selling 

tobacco products to anyone under 18. Asking for a photo ID is just 

plain common sense. Keeping tobacco billboards away from schools 

and playgrounds is just plain common sense. 

We are not walking away from this fight with the tobacco companies. 

I had hoped they would work with us, but they have chosen a , 

different course. They have made a mistake. We will protect our 

children and our children's children and the generations to come, 

and we will not stop until we succeed. 

### 
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April 14, 1997 

POTENTIAL TOBACCO ACTIVlTIES 

Rnfgrcement of brgadcast adyertj!!jng ban. :Request the DeparUnent oC I ustice to investigate 
whether there are othei situations similar to that addres&ed in its consent order with Philip Morris 
(the Marlboro logo pllWed in a position at Madison Square Garden 10 that it appeared frequently 
dwina telecuta of New York Knicks sames) and encourage the Department to continue its 
efforts to enforce the ban of broad east advertising of tobacco products. Enforcement would 
prevent the broadcast of tobacco brand logos during telCVisea CYmts, particularly sporting events. 
Sporting events, including auto races, are increasingly popular events with families and are 
therefore seen by large numbers of young people either in penon or on television. 

lrelltmcnt pfodoJa,ecnt nicgtjno addjctjgn. Direct DHHS to develop and carty out a federal 
research pllII fOCUsing on the prevention IIId treatment of adolc&eellt addiction to nicotine. To 
dB.te, virtually aU research that har, been conducted on nicotine addiction bas focused on adults. It 
is not known whether currently available prevention strategies and treatments arc effective witb 
children and adolcsc;entl or whether different approaches are necelJsiIIy for this group. 

State Bs!listance. Direct DHHS to provide technicaluslstance to statel to help develop individual 
action plans focused on nti and tre olescent nicotine addiction. This initiative 
cou on the results of the fedCl1ll researeh in thiJ area described above and could include 
publication and diSlncution of guides Cor states - such as smokina cessation materials aimed at 
adolescents. It could also involve creating or highlighting public-priVllle partnerships with schools 
or non-profit groups. 

Improved teen ;ruIYeya. Direct the Office on Smoking and Health. CenterS for Disease Control 
and Prevention, DHHS, to expand its researcb efforts, especially teen aurveys, to include more 
questions concerning teens' tobacco brand preference and advertising awareness. Further direct 
the Office of Management and Budget (OMB) to Il'qledite the clearance oCthe questionnaires 
used in these surveys. Information on teen preference and awareness is essential to the 
development of more effective addiction prevention and treatment approaches for adolescents. In 
the put, OMS has refused to allow certain questiOns concerning teens' tobacco brand preference 
and awareness of marketing strategies and slogans to be asked, or if asked, to be publicly 
reported. . 

State Interyentjpns. Fully fund tobacco intervention prOgrams in all 50 states. This would require 
a minimum budget increase of $25 million over the President', 1998 budget. Currently. only 17 
atates participate in NCI's ASSIST program. through which ea.ch state receives annual awards that 
range from $650,000;8 year to Sl.8 million. The remaining 33 states receive annual grants 
ranging from $75,000 to 1210,000 through CDC', IMPACT program. 

tv\\.J.< t ~ au,..< M. ~ 
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Aprill4, 1997 

OTHER. POTENTIAL TOBACCO ACTIVITIES 

... S)'lIAr rCinJ.tjonl, After coJ\IUltina with the Depanment of Justice, direct SAMSHA to revisit iu 
Synar rciulatiom and consider makilll c:banges that would tishten the standard. that States are 
required to meet in order to quaIiiY for aubstlllce abuse bloclc grants. l :) ! 
Smoke·be federal facilitics. Issue an Executive Order ~g an federal facilities sMoke-free. 
GSA could be involved in implementiii8 the Order. 

Smgkjna in the workpJnce . Encourage the Department of Labor to issue final regulations 
addressing .moking in the workplace. . 

Rejmburaemelll: for nicotine addjgtjpn treatment. Direct DHHS to reimburse for the treatment of 
nicotine addiction for Federally-funded health care prognuns and to encourage private sector 
covemge U well. 

Health.focuscd _en po1icy. Direct the U.S. Tude Representative and the State Department to I V' 
develop trade and foreign policy that emphasii:es the Administration's concerns about the health 
consequences of tobacco use. 

Sl1!Qke=ftoe trAnsportatigD faciljties. Direct the Department of Transportation to illSUe regulationl I 
maIcing aiIports (and other traruportation facilitica under its jurisdiction) amoke.free. Direct the 
Department to alllO begin nosotiating with foreign governments to obtain an agreement that 
international fli&hU to the U.S. be made smoke-free. 

Conyersion gftobaccg CT9ll. Announce a program designed to end the toba(;CO Mates' l 
dependence on the toba.cc:o economy. As&lst and provide incentives to fanners to convert from 
tob~ crops to other agricUltural product., a. well as non-agricultural alternatives. 

':1 

:. 
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Apri114, 1997 

.- P01'ENTIAL TOBACCO ACTIVITIES 

~ Ma;cjxicnt ofbrgadQlS ,Wriajn, ban. Request the Department ofIumce to investigate 
whether there are othei Iitllations IIimiIar to that addraaed in in c;onsent order with Philip Motrls 
(the Marlboro logo plaA::e4 in a position at Madison Square Garden 10 that it appeared frequently 
cliJrini telecasts ofNew Yode Kftickl sames) and eneout'Iie the Department to continue its 
efforts to enforce the ban of broadcast advertising of tobacco products. Enforcmncnt would 
prevent the broadcast of tobacco brand logos during televised MIlts, particularly sporting events. 
Sporting events, including auto races, are increasingly popular events with families and are 
tberelbre seen by latae numberl of young people either In perIon or on television 

10'1 ItcatmCot pf0401n ccnt njcotino 04djdign. Direc;t DHHS to develop and carry out a federal 
research plan f'OCUJing on the prevelltion and treatment of adolcltCtlt addiction to nicotine. To 
date, virt\IaIIy aU research that lias been conducted on nicotine addiction has focused on adults. It 
is not known wlmber QUI1'entIy avallAblo prevention strategic. and treatments arc effective with 
children and adolcscel\tl or whether different approaches are J1eeesSIltJ for this group. 

Stlltel$sjatance Direct DHHS to provide technical assistance to &tate. to help develop individual 
action plans focused on preventiOi and treating adolesc:ent nicotine addiction. This initiative 
could build on the resulta of the federal research in thia.arca described above IIld could include 
publication IIld distribution of guides for states - such as moJdna cessation msteriala aimed at 
adolescenta. It could also involve creating or bighHght1Dg publio-priVllle partnenhipa with schools 
or non-profit groupa. 

Improyed teen MyM. DIrect the Office on Smokins and Health. CenterS for Disease Control 
and Prevention, DHHS. to expand its research eft'orts, especially teen JUrVeyJ, to include more 
questiODS concernins teens' tobacco brand preference and advertising awarenesS. Further direct 
the Office ofManasement and Budpt (OMB) 10 expedite! the! dcarance ofilie questionnaires 
used in these surveys.: Information on teen preference aud awarene. is essential to the 
development of more:effect!ve addiction prevention IIld treatment approaclu:s for adolescents. In 
the past, OMB has rcfWcd to allow certain questions concerning teens' tobacco brand preference 
and awannell of marleetini strategies and a10gans to be asked, or if asked, to be publicly 
reported. " 

t. 

--..... 

Sh!tc! intcrycntjgp, Fully fimd tobacco intervention pr9grama in aD 50 &tates. This would require 
a minimum budget increase of'$25 million over the President'l 19S18 budget. Currently, only 17 
Itates participate in Ncr. ASSIST progrun through wbich each state receives lIlJliJal awards that 
range from S650,OOO;ayear to Sl.8 million. The Jet1IuiIling 33 atatel RlC~ annual grlllts r 
ranging from S7S,00Q to 5210,000 through CDC', IMPACT program. IS-Vv "1;\ ~~ I . 
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.OTBBB. POTEN'IlAL TOBACCO AcrIVlTlES 

he ecau,etjgn,· AftM COJIIU\tina with the Department of lustice, direc:t SAMSHA to TBVisit its 
Synar .atiODt and consider making c:banges that would tishten the standards that States are 
requimI to meet in order to quali1Y for IUbatuce abuse b\oclc grBIltB. 

Smpkc-ftce fedcgl faolitjc&. ~e an Bxccutive Order .riaJdng an federal faciJitjeB sMoke-1i:ee. 
GSA could be invoived.in implementing tho Order. 

Smgms 10 the! WOrkp!DSC . Encourage the Department ofLabar to issue final rcgulatiops 
addressina IJIIOking in ~ workplace. . 

Rr:jmburK'E!!MI: fgr niggtjne iutdjetion uatmCDt. Direct DimS to reimburse for the treatment of 
IIi,Qtino addiction for Federally-lUnded health care proarams and to encourage private seeter 
coverage as well. 

. 
Hmlth-foQ!l!!C:d firrcj",:pgljcy. Direct the U.S. Trade ~prcllCl1tati'YC and the State Deparunent to 
develop trade and foreign policy that emphasizes the Administration', concerns about the health 
conseqtLCnQes of tobacco use. . , 

• 
Smgke-ftoo transportatign facilities. Direct the Department of Transportation to issue regulations 
maIdng airports (BDd other transportation fad1ities under its jurisdiction) amoke-fteo. Direct the 
Department to abo begin negotiating with fureign sovemmenta to obtain an asreement that 
international tJiabtI to the U.S. be made lIIt\oJc6..he. 

Conymigu oftohlUi"Q STOJ!. Announce a program designed to end the toba<:co states' 
dependence on the tobacco economy. Assist and provide inc:cntives to farmors to convert tram 
tobBCOO crops to other agricultllral products, al well as non-asricultural alternatives. 

:. 
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Today in Greensboro Judge Osteen denied the tobacco companies' motion for summary judgment 
chat FDA could not legally assert jurisdiction over tobacco products, Judge Osteen expressly 
held: "tobacco products fit witbin the FDCA's definitions of 'drug' and 'device. ,. The Court 
further agreed that FDA can regulate cigarettes and smokeless tobacco products under the 
combination product and restricted device provisions of the Food, Drug. 8lld Cosmetic Act 8lld 
upheld many of the restrictions imposed by FDA. HoweVer, on purely statutory grounds, Judge 
Osteen found chat the [C$aictcd device authority does not allow FDA to regularc advertising and 

promotion of tobacco products. 

In reaching his decision. Judge Osteen rejected the tobacco plaintiffs' contention that Congress 
had preempted the FDA from asseIting jurisdiction. Judge Osteen stated. "This court ii convinced 

. chat neither the text nor the legislative history of the FOCA evidences clear coogr~sional intent 
to-withhold from FDA authority to regulate tobacco products.· The Court also refused to biDd 
FDA to statements by prior Commissioners that the agcni:y lacked jurisdiction to regulate tobacco 
products as customarily marketed or' to find chat Congress had ratified or acquiesced in those . 
statements . 

However, the district court held chat FDA lacks aU~rity UDder Section 360j to regulate 
promotion and advertising of tobacco products. The court found that the statutory provision 
giving FDA autlmrity to set "such other conditions" on the sale, distribution. or use of restricted . 
devices does not cover promotion and advertising restrictions. , 

In sum. FDA's regulations probibiting the sale of tobacco products to children and adolescents, 
requiring retailers to c~k photo identification of purcbasers under 27, banning self service and 
vending machine sales h.iJ.ve been upheld, while the limits On advertising aDd promotion have not. 
Because of his statute-baSed ruling on advertising and promotion. Judge Osteen declined [0 reach 
the fllst Amendment cballenge to those partS of the regulation. 
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April 25, 1997 

Note to: WH Presll Office·, Domestic Po~icy Council 

Prom. SHS, FDA Pub~ic Affairs 

." 

BACKGBotnm 
The President announced the fDA rule to protect children from 
tobacco in August 1996; the rule was immediately challenged by the 
industry in U.S. District court in North Carolina. 

tHE PECISION 
The court ruled that FDA has jurisdiction and that the rule IS' 

acc •• s and labeling provillions are still in effect, but that the 
advertill!ng and promotion portions of the rule are invalid. 

STATEMENT 

This is a landmark and historic day for the nation's public health 
and our children. With this ruling~ we can regulate nicotine
containing tobacco products and take important steps to protect our 
children from a lifetime of addiction and the prospect of having 
their lives cut short by tobacco-related diseases. We have taken 
a monumental first step down. the long, hard road we knew we had to 
go to protect our children. 

Background statement until POTUS statement: 
Attorneys from the Justice Department, the Department of Health and 
Human Services and the Food and Drug Administration have reviewed 
the opinion and a statement from the President on what the next 
legal steps the Administration will take will come shortly, 

Q: What are you gOing to do about the provi.ion of the rule the 
court struck down? 

A: The bottom line is that we are going to protect our children. 
Today, we won a historic victory in court, and we're going 
forward with the provisions the court upheld. 
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Q: Doean't this Dlean the FDA will have to do aomething more 
drastic in terms of access to protect children -~ like make 
these presoription products? 

A: We have taken a common sense approach to protect our children 
by resiricting access and we have proposed' a common sense 
approach to limiting appeaL We still believe !=-hat is the 
right way to approach this terrible public health crisis 
threatening our children. 

QI DOean't this mean more delay? 

A: The. access provisions that went into effect in February hav~ 
been upheld, remain in place and we are working with the 
states to ensure compliance. 

01 Why not seek a legislative settlement? 

A: From the beginning, we have said that if Congress wants to put 
forth a legislative package as strong as our FDA rule with 
appropriate oversight and enforcement, we remain prepared to 
work with Congress. 

Q: What does this mean in everyday terms? 

A: The provisions that went into effect in February making it 
harder for children to buy cigarettes and smokeless tobacco 
products will stay in effect and we are working with states to 
begin checking for compliance. And it means that FDA has the 
authority to regulate nicotine-containing tobacco products. 

QI If you appeal. do you think an appeal will be successful? 

A: This is an historic decision -by 
authority over tobacco products. 
strong case and we will ultimately 
rule to protect our children. 

the court on the Agency's 
We believe we have a very 

prevail on all parts of the 
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0: Isn't it time to seek legislation? 

A: We have been open to a legislative solution that is as strong 
as the FDA rule with appropriate oversight and enforcement 
since the President announced the proposal in August 1995. We 
are still open to a legislative solution if it accomplishes 
our goat of protecting our children. 

### 

: 



Questions on Tobacco Settlement Talks 

Q. How does the judge's decision affect the Administration's interest in a settlement? 

A. I have no idea. Today, we should focus on this ruling. [Go to statement on ruling]. 

Q. Isn't the Administration deeply involved in settlement talks? 

A. Like other parties interested in this issue, we have been monitoring the talks. We have a 
deep interest in protecting kids and the public health. 

Follow-up 

Q. But papers have reported that Bruce Lindsey is intimately involved in the 
settlement talks. 

A. My staff are staying informed of the talks, but we are not a party in the talks. My only 
interest is in protecting kids and the public health. 

Q: Would you support a settlement that gives tobacco companies immunity? 

A: I'm not in any position to judge any settlement. As I've said, my only interest is in 
protecting kids and the public's health. We have to do right by them. 

Follow-up 

Q: Then, whatform of immunity would yousupport? 

A: I'm not going to speculate on what the participants in the negotiations might agree to. My 
Administration proposed the toughest measures ever to protect cluldren from tobacco, and 
I am going to fight to see that those restrictions take effect. I'm not going to agree to 
anything with respect to tobacco that jeopardizes the public health. Our focus will stay 
on protecting kids and the public health. 

Follow-up 

Q: Anti-tobacco advocates -- including former FDA Commissioner David Kessler -- held a 
press conference yesterday saying immunity should be off the table altogether. Do you 
disagree? 

A: I have tremendous respect for Dr. Kessler on this issue. Again, I'm not going to support 
anything that jeopardizes the public health. 



THE WHITE HOUSE 

Office of the Press Secretary 

For Immediate llelease April 25, 1997 

STATEMENT BY THE PRESIDENT 

This is a historic and landmark day for the nation's health and children. With this ruling, 
we can regulate tobacco products and protect our children from a lifetime of addiction and the 
prospect of having their lives cut short by the diseases that come with that addiction. This is a . 
monumental first step in what we always knew would be a long, tough road, and we are ready to 
keep pushing on. 

This is a fight for the health and lives of our children. Each day, 3,000 children and young 
people become regular smokers, and 1,000 of them will have their lives cut short as a result of 
smoking. This is a fight we cannot afford to lose. It is a fight we cannot afford to stop waging. 
The Vice President and I are committed to protecting our children. 

Our common sense approach is aimed at limiting the appeal of these products and making 
it harder for children to buy them. Retailers have the responsibility to make certain that they are 
not selling tobacco products to anyone under 18, Asking them for a photo ID is just plain 
common sense. Keeping tobacco billboards away from schools and playground is just plain 
common sense. 

Senior attorneys from the Department of Justice, the Department of Health and Human 
Services and the Food and Drug Administration have carefully reviewed the District Court's 
opinion. On the basis of that review, the Solicitor General has informed me that an appeal would 
be appropriate for that part of the rule not upheld and I have directed that an appeal be filed. 

We will continue to work to protect our children and our children's children. We will not 
stop until we succeed. Where our children's health and safety are concerned we cannot, and we 
will not, rest. 

-30-30-30-



Court Decision on FDA Tobacco Rule 

Department of Justice Summary 

Today in Greensboro Judge Osteen denied !he tobacco companies' motion for $Ilmmary judgment 
that FDA: could not legally assert jurisdiction ov:er tobacco products. Judge Osteen expressly 
held: ·tobacco productS tit within !he FDCA's defmitions of 'drug' aJId 'device. ,. The CoUrt 
funher agreed that FDA can regulate cigareacs and smolcclcss tobacco prodUCtS under the 
combination product and restricted device provisiOns of the Food, Drug, and Cosmetic Act and 
upheld many of the restrictions imposed by FDA. Howe~r, on purely statutory grounds, Judge 
Osteell found !hat the restricted device authority does not allow FDA to regulate advertising and 
promotion of tobacco productS. . 

In reaching his decision. Judge Osteell rejecced the tobacco plaintiffs' COnrcmiOIl that Congress 
had preempted the FDA from asserting jurisdiction. Judge Osteen stated, "This court ii <:Ollvinced 

. that neither the teXt nor the legislative history of the FDCA evidetlCes clear congr~ional intent 
to-withhold from FDA authority to regulate cobacco pf9(;lUCt5." The CoUrt also refused to billd 
FDA co statements by paor Commissioners !hat the agenCy 1acked jurisdiction to regulate tobacco 
products as customarily marl::eted or to fiDd that Coll~ had ratified or acquiesced in those·. 
statements . 

. 
.- . , . 

However, the district coUIt held that FDA lacks au$lrity UDder Section 360j to regulate 
promotion and advertising of cobacco products. The i:ourt found that the sta01COry provision 
giving FDA authority tosct Osuch other cocditions" 011 the sale, distribution, or use of restricted . 
devices docs not cover promotion and advetti&ing restrictions. 

In sum, FDA's regulations prohibiting !he sale of tobacco prodUCts co children and adolescents, 
requiring retailers co cheFl:: photo idemification of purchasers UDder 27. banning self service and 
vending machine sales hive been upheld, while the limits on advertising aDd promotion have cot. 
Because of his statUte-baSed ruling 011 advertising aDd promotion. Judge OSteell declined to reach 
the fIrSt Amendment cballenge to those parts of the regulation. 



Questions on Tobacco Settlement Talks 

Q. How does the judge's decision affect the Administration's interest in a settlement? 

A. I have no idea. Today, we should focus on this ruling. [Go to statement on ruling]. 

Q. Isn't the Administration deeply involved in settlement talks? 

A. Like other parties interested in this issue, we have been monitoring the talks. We have a 
deep interest in protecting kids and the public health. 

Follow-up 

Q. But papers have reported that Bruce Lindsey is intimately involved in the settlement 
talks. 

A. My staff are staying informed of the talks, but we are not a party in the talks. My only 
interest is in protecting kids and the public health. 

Q: Would you support a settlement that gives tobacco companies immunity? 

A: I'm not in any position to judge any settlement. But, I'll say this: everybody agrees that 
blanket immunity is out of the question. As I've said, my only interest is in protecting 
kids and the public's health. We have to do right by them. 

Follow-up 

Q: Then, what form of immunity would you support? 

A: I'm not going to speculate on what the participants in the negotiations might agree to. My 
Administration proposed the toughest measures ever to protect children from tobacco, 
and I am going to fight to see that those restrictions take effect. I'm not going to agree to 
anything with respect to tobacco that jeopardizes the public health. Our focus will stay 
on protecting kids and the public health. 

Follow-up 

Q: Anti-tobacco advocates -- including former FDA Commissioner David Kessler -- held a 
press conference yesterday saying immunity should be off the table altogether. Do you 
disagree? 

A: I have tremendous respect for Dr. Kessler on this issue. Again, I'm not going to support 
anything that jeopardizes the public health. 
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April 25, 1997 

Note to: WR Pre •• Office, Do=e.tic Policy Council 

FrO=I HHS, FDA Public Affairs 

BACKGROUND 
The President announced the FDA rule to protect children from 
tobacco in August 1996; the rule was immediately challenged by the 
industry in U.S. District Court in North Carolina. 

to DECISION 
The court ruled that FDA has jurisdiction and that the rul.' s 
access and labeling provi.ions are still in effect, but that the 
advertising and pro=otion portion. of the rule are invalid. 

STATEMENT 

This is a landmark and historic day for the nation's public health 
and our children. With this ruling, we can regulate nicotine
containing tobacco products and take important steps to protect our 
children from a lifetime of addiction and the prospect of having 
their lives cut short by tobacco-related diseases. We have taken 
a monumental first step down the long, hard road we knew we had to 
go to protect our children. 

Background statement until POTUS statement: 
Attorneys from the Justice Department, the Department of Health and 
Human Services and the Food and Drug Administration have reviewed 
the opinion and a statement from the President on what the next 
legal steps the Administration will take will come shortly. 

QI What are you going to do about the provision of the rule the 
court struck down? 

A: The bottom line is that we are going to protect our children. 
Today, we won a historic victory in court, 'and we're going 
forward with the provisions the court upheld. A statement on 
what next legal steps the Administration will take will come 
shortly. 
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Q: Doesn't this lIIean the FDA will have to do something more 
dra.tie in terms of aecess to protect children -- like ~ke 
the.e prescription products? 

A: We have taken a common sense approach to protect our children 
by restricting access and we have proposed a common sense 
approach to limiting appeal. We still believe that is the 
right way to approach this terrible public health crisis 
threatening our children. 

Q: Doesn't this mean more delay? 

A: The access provisions that went into effect in February have 
been upheld, remain in. place and we are working with the 
states to ensure compliance. 

Q: Why not s •• k a legislative •• ttlement? 

A: From the beginning, we have said that if Congress wants to put 
forth a legislative package as strong as our FDA rule with 
appropriate oversight and enforcement, we remain prepared to 
work with Congress. 

Q: What does this mean in everyday terms? 

A: The provisions that went into effect in February making it 
harder for children to buy cigarettes and smokeless tobacco 
products will stay in effect and we are working with states to 
begin checking for compliance. And it means that FDA has the 
authority to regulate nicotine-containing tobacco products. 

QI If you appeal, do you think an app.al will be successful? 

A: This is an historic decision by the court on the Agency's 
authority over tobacco products. We believe we have a very 
strong case and we will ultimately prevail on all parts of the 
rule to protect our children. 
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Q: rsn't it time to .eek legislation? 

A: We have been open to a legislative solution that is as strong 
as the FDA rule with appropriate oversight and enforcement 
since the President announced the proposal in August 1995. We 
are still open to a legislative solution if it accomplishes 
our goal of protecting our children. 

### 



Date: 04/25/97 Time: 12:20 
bAHA Hails Decisien in Tebacce Industry's Challenge to. FDA Rule 

To.: Natienal Desk, Health Writer 
Centact: Trish Mereis ef the American Heart Asseciatien, 
202-822-9380 
WASHINGTON, April 25 /U.S. Newswire/ -- Fellewing is a statement 

by the American Heart Asseciatien: 
Today the American Heart Asseciatien (AHA) reacted with 

satisfactien to. Judge Osteen's decisien ruling in faver ef the 
public health interests and against the tebacce industry. This 
decisien was in many respects a cemplete surprise since this ceurt 
is in the heart ef tobacco. ceuntry. 

The public health cemmunity had recegnized that there might be a 
little hepe ef getting a faverable legal epinien en the FDA's 
authority ever tebacce frem this judge in the heart ef tebacce 
country. We are pleased that we were wreng and that the legal facts 
have finally been acknewledged. 

The only issue which Judge Osteen ruled against is FDA authority 
ever advertising. We believe that FDA sheuld and dees have the 
authority (and is within the paramters ef the First Amendment) to. 
regulate advertising and we believe that this issue will be 
everturned. 

Judge Osteen's decisien, which cernes en the heels ef the Liggett 
settlement with 22 atterneys general, marks a truly historical day 
fer the public health ef this country. 

"Several weeks age, theusands ef decuments previded by the 
Liggett Greup Inc., shewed what we have always suspected --that 
tebacce cempanies have fer decades knewingly marketed their 
products to. children," said Scott Ballin, vice president and 
legislative counsel, American Heart Asseciatien. "These decuments 
also showed that the tDbacCD cempanies knew Df nicDtine's addictive 
properties and that they distributed their prDducts with the clear 
intent ef keeping their custDmers addicted. It seems that even a 
judge in the heart Df tebaccD cDuntry cDuldn't turn a blind eye to. 
the evidence.' , 

Tobacco. is respDnsible fDr more than 400,000 deaths each year. 
Nearly Dne-third ef all smDkers will eventually die frDm their 
addictiDns. SmDking amDng teens, which had been Dn the decline, has 
nDW reached a 17-year high. The evidence Df the need fer federal 
authority Dver tDbaccD preducts is stronger than ever. The FDA 
rule, which is a natiDnally ceerdinated prDgram with the authDrity 
to. restrict tebacco marketing and sales, is the enly vehicle to. 
reverse this disturbing trend amDng teens. 

"The battle is far from Dver," stated Ballin. "The industry 
will mDst likely appeal. But we believe that FDA jurisdictiDn Dver 
these deadly prDducts will prevail. Their jurisdictiDn is suppDrted 
by the legislative histDry, FDA's past actiDns Dver the regulatiDn 
Df other tDbacce and nicDtine containing prDducts, and nDW Judge 
Osteen's epiniDn. Recent pDlls ShDW that 70 percent ef the American 
public believe that the FDA ShDUld have authDrity to. regulate the 
sales and marketing ef tebacce prDducts." 

NDte: SpDkespersens are available fDr print, radio. and 
televisien interviews Dn the GreensbDro decisiDn. 

-0-
/U.S. Newswire 202"347-2770/ 
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Date: 04/25/97 Time: 11:25 
TTobacco companies had no immediate comment on the ruling, but a 

Tobacco companies had no immediate comment on the ruling, but a 
federal official hailed it. 

"We are immensely pleased with the court's historic decision 
today that the FDA has the authority to regulate tobacco products 
to protect our children's health. This is a great victory for the 
people of this country," said Assistant Attorney General Frank W. 
Hunger. 

Among the restrictions the FDA had sought are limits on 
placement of cigarette vending machines. The FDA also had wanted to 
significantly change tobacco advertising, for example by limiting 
ads to black and white, with no pictures no Joe Camel, no 
Marlboro Men on all billboards and in magazines with significant 
youth readership. 

MORE 
APNP-04-25-97 1138EDT 



Btuce •. two poims 

1. People here wanted to have the. Dept of Justice announce dw tile SG bad made a decision . 
to appeW sim:e (1) the statute and I.'CJS reguire the SO's authorization for taking any appeal IlIId 
such a decision (like an admin imative agency action) &b.ou Id IIOl be made by other.; and (2) if 
is lxnportam to IIIIIkc clear that any decisioll to appeal was made after a review of tile meritI of 
tile DlstriCl: Ct.. decision. I responded Lblil il was an !lO.l1-Slarter to have lnYOUO but the President 
be IakiDa Ihe aalvc. Visible role on Ibis. My best quick shot had making the PrcsideDl1he acth-e 
decisionmmr wlillc pRscning the above considcraIions would go as follows. Sbare with 
MeCuny if you tblDk appropriate. : . 

The ~ident has cUrected that an appeal be filed immediately. 
{and has further <1ircCted [the SoUciror GeDenlJ {die Depanment 
of IQlluce] to seek to expedite tile appeal tbe maximum wem 
possible.} 

The President's action followed a careftll review of the Di&triCl 
Court's opinion by the seniur auomey5 Cor die FDA. HHS aDd the 
Depanment of JustIcc. On the basis of d1It revn the Solicitor 
Oeneral [awhorized an appeal to the Court of Appeals) (infoIDlCd 
the President lhat !Ill appeal would be appropriate.] 'Ibc Presidem 
directed that the appeal should So forward LimmQjjaWy] 
[promptly]. ~ 

Z. I have thought about the posaibility of going directly to the Supreme Conn. "Certiorari 
before judgement" i~ legally possibl~ buL very nu:c (Steel ScizuIe; the Iranian Claims Settlement) 
lIIIless dircc:t.ed by Congress (Communications Decency ~ Line Item Veto). 

Ad?8Dtqe: it would lead to the quickest final result 

DlsadvllDtaie: the court would probably reject the request 
fastest scbcdule would be an OcTOber arguDIeIU and a Jan 98 decision 
we could win in the 4th circuit, and most importantly, we could possibly IlCl a 

4th circuit deciRion in lime for tIb: AUllust 28 implementation LUll: by succ.essful1y ilrr;um, (or 
expedition: Gov Sr on May 23, PJaiurifi"s Br on IUIlC 17, GmT Reply BrIef on June 27. 
arpment 011 or about July 10 to 15. On that schedule we c:ou1d possible get a dcciEion by 
AUgJUt 28 Uttlng the silly ana leaing the rulcs go iIltu ecrc:ct. Or at least we could Jet one 
shortly thereafter. .- Walter 

~ /~ #:1l1:0L99v6 ~3JJddO 3LVJa3~~J JOO: Le:L L6-9~-f> :A8 LN3S 
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April 24, 1997 

NOTE TO: 

FROM: 

SUBJECT: 

Rahrn Emanuel 
Bruce Lindsey 
RonKlain 
Bruce Reed 
Ann Lewis 
Michael Waldman 
Mike McCurry 

Elizabeth Drye ~~ 
Q&A on Tobacco for Friday's Press Conference 

Attached are the Qs&As on the tobacco settlement talks. We will have the Qs&As on the court's 
11 :00 am decision before noon. 

cc: '~lena Kagan 
Toby Donenfeld 
Julie Mason 



Questions on Tobacco Settlement Talks 

Q. How does the judge's decision affect the Administration's interest in a settlement? 

A. I have no idea. Today, we should focus on this ruling. [Go to statement on ruling]. 

Q. Isn't the Administration deeply involved in settlement talks? 

A. Like other parties interested in this issue, we have been monitoring the talks. We have a 
deep interest in protecting kids and the public health. 

Follow-up 

Q. But papers have reported that Bruce Lindsey is intimately involved in the settlement 
talks. 

A. My staff are staying informed of the talks, but we are not a party in the talks. My only 
interest is in protecting kids and the public health. 

Q: Would you support a settlement that gives tobacco companies immunity? 

A: I'm not in any position to judge any settlement. But, I'll say this: everybody agrees that 
blanket immunity is out of the question. As I've said, my only interest is in protecting 
kids and the public's health .. We have to do right by them. 

Follow-up 

Q: Then, what form of immunity would you support? 

A: I'm not going to speculate on what the participants in the negotiations might agree to. My 
Administration proposed the toughest measures ever to protect children from tobacco, 
and I am going to fight to see that those restrictions take effect. I'm not going to agree to 
anything with respect to tobacco that jeopardizes the public health. Our focus will stay 
on protecting kids and the public health. 

Follow-up 

Q: Anti-tobacco advocates -- including former FDA Commissioner David Kessler -- held a 
press conference yesterday saying immunity should be off the table altogether. Do you 
disagree? 

A: I have tremendous respect for Dr. Kessler on this issile. Again, I'm not going to support 
anything that jeopardizes the public health. 



MEMORANDUM FOR: 

THE WHITE HOUSE 

WASHINGTON 

March 27, 1997 

Rahm Emanuel 
RonKlain 
Bruce Lindsey 
Bruce Reed 

FROM: Elizabeth Drye ~r 

SUBJECT: Draft Response to Possible Court Rulings on FDA Tobacco Regulation 

Judge William Osteen may announce his decision on industry's challenge to FDA's tobacco rule as 
early as Monday, March 31. lffiS and DOJ have prepared Administration responses for three 
possible outcomes (attached). Please provide any comments on these draft responses to me by 
COB today (OEOB rm 222; 6-5573). Elena Kagan and I are setting up a meeting with lffiS and 
DOJ tomorrow afternoon to further refine our response strategy and will notifY your office shortly 
of that meeting. 

cc: Elena Kagan 
Toby Donenfeld 
Michelle Crisci 
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DETERMINED TO BE AN 
P.02 

ADMINISTRATIVE MARKING . 

INITIALS:~ DATE~,u/lWNt\oEN1\N:. 
3/26/97 DRAFT 
DRAFT 

e6NF1DENIIAIoi 

FDA, BRS, DOJ reviewed 

BACKGROUND . 
The President announced the FDA rule to protect children fro.rt 
tobacco in August 1996; the rule was immediately challenged by the 
industry in u.s. District court in North Carolina. A hearing on 
the industry's motion for summary judgement was held on February 
10, 1997; the judge said he expected to rule on the motion within 
five to 10 weeks. To be prepared for that ruling, the following 
scenarios have been sketched out with proposed responses (a 
statement and back-up questions and answers) to be used by 
Administration officials. These are draft responses and will be 
finalized only after a court rUling. 

SCENARIO ONE 
The court rules that FDA has jurisdiotion over nicotine-oontaining 
tobaoco products and rejects the industry's challenge to the final 
rule. 

STATEMENT 

The children of the United States won a great victory today. The 
court upheld the Administration's efforts to kick Joe Camel and the 
Marlboro Man out of our kids' lives. (Use seoond sentence only if 
oourt upholds advertising restriotions.) Our children will live 
healthier and longer lives because of today's ruling. 

Q: What does this mean in everyday terms? 

A: Several of the provisions making it harder for, children to buy 
cigarettes and smokeless tobacco products are already in 
effect and we are working with states to begin checking for 
compliance. The provisions to limit the appeal of these 
products go into effect in August; like we did for the access 
provisions, we will conduct extensive outreach efforts to 
educate businesses and the public and will begin working to 
ensure that these provisions are also enforced. 

Q: What about the· education campaign that was also announced last 
August? 

A: The FDA is working on contacting the affected companies and 
will begin consulting with them. 
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CONHUbN IIAL DRAFT 
Q: Won't the companies, appeal this ruling and/or seek an 

injunction -- and doesn't that mean delay? 

A: You'll have to ask the companies what they intend to do, but 
our position remains the same as it has been: We are going 
forward with protecting our children by implementing the rule 
unless the courts tell us otherwise. We would hope the 
companies would start working with us to protect our children 
instead of fighting us every step of the way. 

DETERMINED TO BE AN 
ADMINISTRATIVE MARKING 

SCENARIO TWO INITIALS:% DATE:~/;;;'3/1D 
jurisdiction, but that portions (or The court rules that FDA has 

all) of the rule are invalid. 

STATEMENT 

This is a landmark day for the nation's public health and our 
children. With this ruling, we can treat nicotine-containing 
tobacco products for the public health risk they are, and we can 
protect our children from a lifetime of addiction and the prospect 
of having their lives cut short by tobacco-related diseases. 
Obviously, we will review the Judge's decision where he questioned 
the rule, but the bottom line is historic: the federal government 
can regulate tobacco products to protect our children's health. 

Q: What are you going to do about the provisions of the rule the 
court struck down? 

A: The bottom line is that we are going to protect our children. 

OR 

We're going forward with.the provisions the court upheld. We 
can appeal the ruling or we can redraft the rule with regard 
to the provisions the court struck down. We will make that 
decision after we have had time to study the ruling. (Only 
HHS and FDA officials should,use ·we" in speaking about rule
making; White House officials should say nthe Agency.·) 

Q: What are you going to do now that the court has said all the 
provisions of the rule are invalid? 

A: The bottom line is that we are going to protect our children. 
We can appeal the ruling or we can redraft the rule. We will 
make that decision after we have had time to study the ruling. 
(Only HHS and FDA officials should use nwe~ in speaking about 
rule-making: White House officials should say athe Agency.a) 

Q: Doesn't this mean more delay? 

A: Since the FDA began its inquiry into tobacco in 1994, it has 
shown repeatedly that it will move quickly to protect our 
children. The Agency reviewed 700. OOO-plus comments and 
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~ished a final rule in a year's time. The Administration 
will continue to move on other fronts: enforcement of the 
Synar Amendment, enforcement of existing laws such as the ban 
on television advertising. 

Q: Why not seek a legislative settlement? 

A: From the beginning, we have said that if Congress wants to put 
forth a legislative package as strong as our FDA rule with 
appropriate oversight and enforcement, we are prepared to work 
with Congress. We want action, and to date the only action 
has come from the President. 

SCENARIO THREE 
The court rules against FDA jurisdiction and rule. 

STATEMENT 

We believe' we have good grounds to appeal. We knew from the 
beginning it would be a long and hard road against the entrenched 
and powerful interests opposing us, and today's ruling is just the 
first step. We have to act to pro,tect our children. We are 
committed to continuing this fight to protect our children and 
believe we will ultimately succeed. We have to. Each day almost 
3,000 young people become regular smokers and nearly 1,000 of them 
will have their lives shortened from the death and diseases of 
tobacco use. 

Q: Do you think an appeal will be successful? 

A: We believe we have a very strong case and we will ultimately 
prevail. 

Q: rsn't it time to seek legislation? 

A: We have been open to a legislative solution that is as strong 
as the FDA rule with appropriate oversight ,and enforcement 
since the President announced the proposal in August 1995. We 
are still open to a legislative solution, but we are ,also 
going to do all we can to protect our children. 

### 
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The President ~ounced the FDA rule to protect children from 
tobacco in August 1996; the rule was immediately challenged by the 
industry in U.S. District Court in North Carolina. A hearing on 
the industry's motion for summary judgement was held on February 
lO, 1997; the judge said he expected to rule on the motion within 
five to lO weeks. To be prepared for that ruling, the following 
scenarios have been sketched out with proposed responses (a 
statement and back-up questions and answers) to be used by 
Administration officials. These are draft responses and will be 
finalized only after a court ruling. 

SCENARIO ONE 
The court rules that FDA has jurisdiction over nicotine-containing 
tobacco products and rejects the industry's challenge to the final 
rule. 

STATEMENT 

The children of the United States won a great victory today. The 
court upheld the Administration's efforts to kick Joe Camel and the 
Marlboro Man out of our kids' lives. (Use second sentence only if 
court upholds adVertising restrictions.) Our children will live 
healthier and longer lives because of today's ruling. 

Q: What does this mean in everyday terms? 

A: Several of the provisions making it harder for' children to buy 
cigarettes and smokeless tobacco products are already in 
effect and'we are working with states to begin checking for 
compliance. The provisions to limit the appeal of these 
products go into effect in August; like we did for the access 
provisions, we will conduct extensive outreach efforts to 
educate businesses and the public and will begin working to 
ensure that these provisions are also enforced. 

Q: What about the education campaign' that was also announced last 
August? 

A: The FDA is working on contacting the affected companies and 
will begin consulting with them. 
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Q: Won't the companies appeal this ruling and/or seek an 
injunction -- and doesn't that mean delay? 

A: You'll have to ask·the companies what they intend to do, but 
our position remains the same as it has been: We are going 
forward with protecting our children by implementing the rule 
unless the courts tell us otherwise. We would hope the 
companies would start working with us to protect our children 
instead of fighting us every step of the way. 

SCENARIO TWO 
The court rules that FDA has jurisdiction, but that portions (or 
all) of the rule are invalid. 

STATEMENT 

This is a landmark day for the nation's public health and our 
children. With· this ruling, we can regulate nicotine-containing 
tobacco products and protect our children from a lifetime of 
addiction and the prospect of having their lives cut short by 
tobacco-related diseases. Obviously, we will review the Judge's 
decision where he questioned the rule, but the bottom line is 
historic: the federal government can regulate tobacco products to 
protect our children's health. 

Q: What are you going to do about the provisions of the rule the 
court struck down? 

A: The bottom line is that we are going to protect our children. 

OR 

We're going forward with the provisions the court upheld. We 
can appeal the ruling or we can redraft the rule with regard 
to the provisions the court struck down. We will make that 
decision after we have had time.to study the ruling. (Only 
HHS and FDA officials should use "we" in speaking about rule
making; White House officials should say athe Agency.") 

Q: What are you going to do now that the court has said all the 
provisions of the rule are invalid? , 

A: The bottom line is that we are going to protect our children. 
We can appeal the ruling or we can redraft the rule. We will 
make that decision after we have had time to study the ruling. 
(Only HHS and FDA officials should use "we" in speaking about 
rule-making; White House officials should say nthe Agency.") 

Q: Doesn't this mean more delay? 

A: Since the FDA began its inquiry into tobacco in 1994, it has 
shown repeatedly that it will move quickly to protect our 
children. The Agency reviewed 700, Ooo-plus comments and 
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published a final rule in a year's time. 
will continue to move on other fronts: 
Synar Amendment, enforcement of existing 
on television advertising. 

Q: Why not seek a legislative settlement? 

The Administration 
enforcement of the 

laws such as the ban 

A: From the beginning, we have said that if Congress wants to put 
forth a legislative package as strong as our FDA rule with 
appropriate oversight: and enforcement, we are prepared to work 
with Congress. We want action, and to date the only action 
has come from the President. 

SCENARIO THREE 
The court rules against FDA jurisdiction and rule. 

STATEMENT 

We believe we have good grounds to· appeal. We knew from the 
beginning it would be a long and hard road against the entrenched 
and powerful interests opposing us, and today's ruling is just the 
first step. We have to act to protect our children. We are 
committed to continuing this fight to protect our children and 
believe we will ultimately succeed. We have to. Each day almost 
3,000 young people become regular smokers and nearly 1,000 of them 
will have their lives shortened from the death and diseases of 
tobacco use. 

Q: Do you think an appeal will be successful? 

A: We believe we have a very strong case and we will ultimately 
prevail. 

Q: Isn't it t~e to seek legislation? 

A: We have been open to a legislative solution that is as strong 
as the FDA rule with appropriate· oversight .and enforcement 
since the President announced the proposal in August 1995. We 
are still open to a legislative solution if it accomplishes 
our goal of protecting our children. 

### 
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PRESIDENT WILLIAM J. CLINTON , '.';-: : 
TOBACCO REGULA nONS ANNOUNCEMENT 

THE WHITE HOUSE 
FEBRUARY 28, 1997 

Thank you, Anna Santiago for the power of your example and for that warm introduction. 
I also want to thank the Vice President and Secretary Shalala for their outstanding commitment to 
this effort. And I want to offer a special word of thanks to David Kessler, the finest FDA 
Commissioner we have ever had, for your outstanding service to our nation, and especially for 
your leadership in this effort to protect our young people from the dangers of tobacco .. Because 
of your actions over the last six years, more AIDS and cancer patients are getting better drugs 
faster. More people are getting better information on their food labels. And every American can 
go to bed knowing that the food·on their tables and the medicines in their cabinets are safe. You 
have left a great legacy of progress and all Americans should be grateful for your service. 

We are all here today to help ensure that Anna Santiago and every young person in this 
country has a chance to live out their dreams. They can only do that if they choose to live 
positive and healthy lifestyles, and if we give them the support they need to make that choice. 
Most of us have an instinctive urge to protect our young people from danger. We teach them to 
look both ways before crossing the street. We tell them not to touch a hot stove. We make sure 
they bundle up before going out into the cold. We should wrap that same protective arm around 
them when it comes to smoking. 

More Americans die every year from smoking related diseases than from AIDS, car 
accidents, murders, suicides and fires combined. Today, it is estimated that 4.5 million of our 
children and adolescents smoke, and another I million use smokeless tobacco. And the problem 
is getting worse. Smoking rates among eighth graders have risen 50 percent in the last six years . 
One out of every three young persons who picks up this deadly habit will have their lives 
shortened from the terrible diseases caused by smoking. We, as parents, as leaders and as citizens 
have a moral obligation to do what we can to protect those precious young lives. 

That is why last August, .the FDA took bold action to protect our children from the 
dangers of tobacco. We set a goal of reducing tobacco use by children and adolescents by 50 , 
percent in seven years. To do that, we initiated the nation's first,ever comprehensive effort to 
restrict access and limit the appeal of tobacco to children. 

Today is thc first day that some of these rules take effect. First, we are making the 
law of the land what already is the law in cvery state -- no sale of tobacco products to 
anyone under the age of 18. Second, we are now I'cquiring age verification by photo ID for 
anyone under the age of 27 before the purchase of tobacco pro.ducts.· From now on, in 
every store in Amcrica, our children will be told "no ID, no sale." By requiring ID checks 
for anyone under 27, store clerks and managers will no longer have to guess the age of those 
seeking to buy cigarettes. Studies show that minors succeed in buying cigarettes over-the
counter nearly 70 percent of the tillle. That simply must stop. With this new requirement 
to check IDs, we will hclp keep cigal'cttes out of reach of our young people while giving 
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store clerks and managers a tool to make sure they are lIot violating the law by selling to 
nlinors. 

Over the last three weeks, we have conducted a massive nationwide education campaign 
to let retailers know how they can comply with these new rules. We have evim prepared this new 
guide [hold up brochure] and made it available to 500,000 retailers across the country. I call on 
every retailer in every community across this country to join with us in this important 
effort to protect our children. Parents must continue to be the first line of defense. But it is 
up to all of us to make these rules work. Let me be clear -- cigarettes are a legal product for 
adults. If they want to smoke, they can still do so. But, we must draw the line at our children. 

Thank you. 

, 
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Record Type: Record 

To: Elena Kagan/OPO/EOP, Bruce N. Reed/OPO/EOP 

cc: 
Subject: Food safety and tobacco 

Tobacco -- At today's kick butts planning meeting (2:00) I suggest we advocate that the President 
speak out about recent aggressive tobacco advertising practices. The President could call on 
companies to act with moral courage and restraint. Companies are not yet using the Internet to 
advertise directly at US sites, but they are using it in subtle new ways that might recruit youth 
smokers. Further, companies have recently used bold new advertising tactics that reach youth in 
other media. For example, RJ Reynolds has moved attractive Joe Camel imagery right onto 
cigarette packs and is marketing a "collector pack" series. Virginia slims is also currently sponsoring 
a concert tour and CD for young new women artists as part of its "It's a woman's thing" campaign 
(ugh). Administration staff and outside groups agree it's a good time for some stro'ng words from 
POTUS. 

Food Safety -- USDA/FDA/CDC are holding a 2 1/2 day meeting M-W next week to work with 
groups on the President's food safety initiative. They've asked me to speak Monday a.m. for 15 
minutes outlining the initiative. We expect about 200-300 people from industry trade associations, 
science associations, and consumer advocacy groups. As you know, I met with the senior people 
from most of the key groups in White House meetings in early March. Is it o.k. for me to speak? 
Do you want to review my remarks? Could be trade press there. 



Announcement 

President Clinton Announces First Actions 
under FDA's Rule to Protect Children from Tobacco 

February 28, 1997 -- TIllS DRAFT NOT FOR DISTRIBUTION 

o President Clinton announced that today the Federal government is taking the first steps 
under the Food and Drug Administration's rule to restrict children's access to tobacco 
products. Beginning today, provisions of FDA's rule: 
o Prohibit retailers from selling cigarettes and smokeless tobacco products to 

anyone under age 18 - this age restriction becomes a Federally enforceable 
regulation, giving retailers a greater incentive to meet the requirement. 

o Reqnire retailers to verify age by photo ID for anyone under the age of 27 
purchasing these products. Most state attorneys general, and even tobacco retailers, 
have indicated the need for checking IDs of customers significantly older than 18 so 
that retailers don't sell to mature-looking adolescents. 

Background 
o President Clinton announced the final FDA rule to protect children from tobacco on 

August 23, 1996. The rule seeks to reduce children's tobacco use by 50% over seven years by 
restricting children's access to tobacco and by reducing the appeal of cigarettes and smokeless 
tobacco products to children. The first two provisions of the rule take effect today. 

o Youth smoking is on the rise. Each day about 3000 American children become regular 
smokers. Of these, 1,000 will die early from tobacco-related illness. In the past six years, the 
smoking rate among eighth graders has risen 50%. Today the average teenage smoker begins 
to smoke at 14 ~ years old and becomes a daily smoker before age 18. 

o Youth have widespread access to tobacco products. Although selling cigarettes to people 
under 18 is already against the law in all 50 states, studies show that young people easily obtain 
tobacco products. Most children and adolescents who smoke purchase their own cigarettes. 
National data from the 1995 Youth Risk Behavior Survey show that over three-quarters of high 
school students under age 18 who had purchased cigarettes in the previous month had not been 
asked by a clerk to show proof of age. Local studies have shown that enforcement of minors' 
access laws -- especially laws requiring the retailer to check for proof of age -- can significantly 
reduce the percentage of retailers who sell cigarettes to minors. 

Additional Provisions to Restrict Access and Reduce Appeal Take Effect Later this Year 
.0 On August 28, 1997, additional provisions of FDA's rule become effective. They include: 

prohibiting billboards within 1,000 feet of schools and playgrounds and restricting other 
advertising to black-and-white text only except in locations only accessible to adults; permitting 
black-and-white text only advertising in publications with significant youth readership; 
prohibiting the sale or giveaways of products like caps or gym bags that carry cigarette or 
smokeless tobacco product brand names or logos; and prohibiting vending machines and self
service displays except in places where people under 18 are never present. 

o On August 28, 1998, FDA's final rule will prohibit the brand-name sponsorship of sporting or 
entertainment events. The rule permits sponsorship in the corporate name. 
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BACXGROUND . 
The President announced the FDA rule to protect children froni 
tobacco in August 1996; the rule was immediately challenged by the 
industry in U.S. District Court in North Carolina. A hearing on 
the industry's motion for summary judgement was held on February 
la, 1997; the judge said he expected to rule on the motion within 
five to 10 weeks. To be prepared for that ruling, the following 
scenarios have been sketched out with proposed responses (a 
statement and back-up questions and answers) to be used by 
Administration officials. These are draft responses and will be 
finalized only after a court ruling. 

SCENARIO ONE 
The court rules that FDA has jurisdiotion over nicotine-containing 
tObacco products and rejects the industry's challenge to the final 
rule. 

STATEMENT 

The children of the United States won a great victory today. The 
court upheld the Administration's efforts to kick Joe Camel and the 
Marlboro Man out of our kids' lives. (Use second sentence only if 
court upholds advertiSing restrictions.) Our children will live 
healthier and longer lives because of today's rUling. 

Q: What does this mean in everyday terms? 

A: Several of the provisions making it harder for children to buy 
cigarettes and smokeless tobacco products are already in 
effect and we are working with states to begin checking for 
compliance. The provisions to limit the appeal of these 
products go into effect in August; like we did for the access 
provisions, we will conduct extensive outreach efforts to 
educate businesses and the public and will begin working to 
ensure that these provisions are also enforced. 

Q: What about the education campaign that was also announced last 
August? 

A: The FDA is working on contacting the affected companies and 
will begin consulting with them. 
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Q: Won' t the companies appeal this ruling and/or seek an 

injunccion -- and doesn't chat mean delay? 

A: You'll have to ask the companies what they intend to do, but 
our position remains the same as it has been: We are going 
forward with protecting our children by implementing the rule 
unless the courts tell us otherwise. We would hope the 
companies would start working with us to protect our children 
instead of fighting us every step of the way. 

DETERMINED TO BE AN 
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SCENARIO TWO butIN~1t!.lS:~g~~E: &~/Jo The court rules that FDA bas jurisdiction, 
all) of .the rule are invalid. 

STATEMENT 

This is a landmark day for the nation's public health and our 
children. With this ruling, we can treat nicotine-containing 
tobacco products for the public health risk they are, and we can 
protect our children from a lifetime of addiction and the prospect 
of having their lives cut short by tobacco- related diseases. 
Obviously, we will review the Judge's decision where he questioned 
the rule, but the bottom line is historic: the federal government 
can regulate tobacco products to protect our children's health. 

Q: Whac are you going to do about the prOVisions of the rule the 
court struck down? 

A: The bottom line is that we are going to protect our children. 

OR 

We're going forward with the provisions the court upheld. We 
can appeal the ruling or we can redraft the rule with regard 
to the proviSions the court struck down. We will make that 
decision after we have had time to study the ruling. (Only 
BRS and FDA officials should use ·we" in speaking about rule
making, White House officials should say nthe Agency.-) 

Q: What are you going to do now that the court has said all the 
provisions of the rule are invalid? 

A: The bottom line is that we are going to protect our children. 
We can appeal the ruling or we can redraft the rule. We will 
make that decision after we have had time to study the ruling. 
(Only BRS and FDA officials should use Owe- in speaking about 
rule-making; White House officials should say "the Agency. a) 

Q: Doesn't this mean more delay? 

A: Since the FDA began its inquiry into tobacco in 1994, it has 
shown repeatedly that it will move quickly to protect our 
children. The Agency reviewed 700, OOO-plus comments and 
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~shed a final rule in a year's time. The Administration 
will continue to move on other fronts: enforcement of the 
Synar Amendment, enforcement of eXisting laws such as the ban 
on television advertising. 

Q: Why not seek a legislative settlement? 

A: From the beginning, we have said that if Congress wants to put 
forth a legislative package as strong as our FDA rule with 
appropriate oversight and enforcement, we are prepared to work 
with Congress. We want action, and to date the only action 
has come from the President. 

SCENARIO THREE 
The court rules against FDA jurisdiction and rule. 

STATEMENT 

We believe we have good grounds to appeal. We knew from the 
beginning it would be a long and hard road against the entrenched 
and powerful interests opposing us, and today's ruling is just the 
first step. We have to act to protect our children. We are 
committed to continuing this fight to protect our children and 
believe we will ultimately succeed. We have to. Each day almost 
3,000 young people become regular smokers and nearly 1,000 of them 
will have their lives shortened from the death and diseases of 
tobacco use. 

Q: Do you think an appeal will be successful? 

A: We believe we have a very strong case and we will ultimately 
prevail. 

Q: Isn't it time to seek legislation? 

A: We have been open to a legislative solution that is as strong 
as the FDA rule with appropriate oversight and enforcement 
since the President announced the proposal in August 1995. We 
are still open to a legislative solution, but we are also 
going to do all we can to protect our children. 

### 
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March 12, 1997 

MEMORANDUM FOR THE PRESIDENT 

FROM: Elizabeth Drye, DPC 

SUBJECT: Update on Tobacco Issues for North Carolina Trip 

Implementation of FDA Rule 

As you know, the first two provisions of the FDA's tobacco regulation took effect 
February 28, prohibiting retailers from selling cigarettes and smokeless tobacco 
products to persons under age 18 (already state law in all states) and requiring 
retailers to check photo identification for all individuals under age 27. FDA has 
conducted an extensive outreach program to inform retailers and communities 
about these requirements. To enforce the rule, FDA will first send a warning letter 
to any retailer who sells tobacco products to minors. Retailers who violate the rule 
a second time will be subject to civil money penalties. 

Most other provisions of the FDA rule, including restrictions on advertising, take 
effect August 28, 1997. The prohibition on sponsorsing sporting events applies 
one year later. You've asked Congress for $34 million in FY 98 to implement the 
rule. 

Status of Litigation 

As you know, manufacturers of cigarettes and smokeless tobacco, the American 
Advertising Federation, the National Association of Convenience Stores and others 
have challenged FDA's rule in court. North Carolina filed an amicus brief opposing 
the FDA rule. The suits have been consolidated, and on February 10, Judge 
William Osteen of the Federal District Court in Greensboro, North Carolina heard 
oral arguments. He expects to rule within 5-10 weeks from that date (i.e. between 
March 1 7 and April 21), 

Debate in North Carolina State Legislature on Access Restrictions 

The state legislature is considering a bill, proposed by N.C. Attorney General Mike 
Easley, to strengthen the state law prohibiting sales to minors. The legislation, 
supported by the tobacco industry and the health community, would remove the 
word "knowingly" from the state prohibition against knowingly selling cigarettes to 
people under 18. Like other industry-supported bills, it would strengthen penalties 
for kids who purchase cigarettes; specifically, it makes using a fake ID a 
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misdemeanor. Proponents assert that this law will reduce the need for the access 
restrictions in FDA's rule, but in debate on the bill some Senators argued that local 
police won't enforce the state law given competing priorities. 

State laws restricting sales to kids have largely failed; studies show minors succeed 
at buying cigarettes over-the-counter nearly 70% of the time. The FDA requirement 
to check ID provides a critical, added incentive for retailers to stop selling tobacco 
products to children. 

Page 211 
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Record Type: Record 

To: Elena Kagan/OPO/EOP, Bruce N. Reed/OPO/EOP 

cc: 
Subject: FYI·· Timing of Tobacco Ruling 

Judge Osteen stated Friday that he will not issue a decision on FDA's rule before March 24, so we 
have this week to prepare to respond. 
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